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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
1 1/13/2008 has been entered. 

The addition of claim 128 is hereby acknowledged. 

Claims 50-52, 73-79, 81 , 84, 87-95, 97-99, 1 01 , 1 04, 1 08, 1 1 1 , 1 1 4-1 1 5, 1 1 7, 
119-121 and 128 are pending and examined on the merits herein. The 
DECLARATION, filed by Applicant, known as DECLARATION 8, by Michael 
Lindenbaum is hereby acknowledged and fully considered. 

All claim objections and rejections of record not specifically addressed below are 
considered hereby withdrawn in response to Applicants arguments when taken together 
with the claim amendments. 

Response to Preliminary Arguments 

Applicant's arguments filed 1 1/14/2008 have been fully considered but they are 
not persuasive. 

Applicants urge that centromeric sequences are not necessary to identify 
SATACs, reiterating previous arguments of record (pages 7-8 of response). 
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This is not persuasive because by Applicants own definition of SATACs, 
autonomous replication and a centromere are required for the structure to be 
considered a SATAC. The specification contains no working examples of either SATAC 
formation, isolation, or generation in plants. The state of the art has been established in 
prior office actions and the state of the art suggests that it would not have been merely 
routine in the art to apply the teachings regarding mammalian chromosomes to plant 
chromosomes. There is no guidance in the specification that indicates the recognition 
of the centromere and thus, the SATAC in a plant cell. A single generation of plants 
grown in the absence of a selection marker is not sufficient to demonstrate stable 
inheritance patterns for an autonomously replicating chromosome with a fully 
functioning centromere. In fact, according to the specification, the work in mammalian 
artificial chromosomes, where the state of the art is significantly advanced in relation to 
plant artificial chromosomes, a single generation in the absence of selection marker is 
not relied upon for the identification and demonstration of SATAC formation. 

Applicants primarily urge that the invention being claimed is not drawn to 
assembling SATACs in vitro (pages 8-10 of response). 

This is not persuasive because the claims are not limited to only generating 
SATACs de novo as urged by Applicant. The claims are drawn to introducing SATACs 
into a plant cell via any method taught in the specification, including whole, in vitro 
assembled SATACs. Therefore the claims will remain rejected for the reasons of record 
as the rejections still apply to the broadly drawn claims. In response to applicant's 
argument that the references fail to show certain features of applicant's invention, it is 
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noted that the features upon which applicant relies (i.e., de novo centromere formation) 
are not recited in the rejected claim(s). Although the claims are interpreted in light of 
the specification, limitations from the specification are not read into the claims. See In 
re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 



Claim Rejections - 35 USC § 112-enablement 

Claims 50-52, 73-79, 81 , 84, 87-95, 97-99, 1 01 , 1 04, 1 08, 1 1 1 , 1 1 4-1 1 5, 1 1 7, 
and 119-121 remain rejected and claim 128 is rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claims contain 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. The claims remain rejected for the reasons of record in 
the office actions filed 07/1 1/2007, 05/14/2008 as well as the reasons presented below. 

Applicants arguments filed 1 1/14/2008 have been fully considered but they are 
not persuasive. 

Applicants urge that the detailed identification of SATACs in the specification is 
simply outlining the various methods that may be used in identifying characteristics of 
the SATACs (see pages 1 1-13 of response). 

This is not persuasive because it is not clear from the specification which 
methods may be used with plants and which may not. The listed identifications, G- 
banding, C-banding, immunofluorescence, electron microscopy and Southern blot all 
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are methods that would NOT work in plants because all rely on features that are not 
present in plant cells and plant chromosomes. While DECLARATION 3 has been 
presented to demonstrate this evidence, the specification does not give guidance for 
this method in plants, and the DECLARATION may not substitute as an enabling 
disclosure. Even with the declaration, it is noted that only a single generation in the 
absence of selection pressure is presented which does not definitively prove the 
existence of a functioning centromere. 

Applicants urge that fluorescence in situ hybridization was known in the art at the 
time of filing. 

This is not persuasive because Applicants are urging that the exact same steps 
and methods are being followed to generate plant SATACs. Different probes and 
different hybridization materials would have been required for plant in situ hybridization. 

Applicants urge primarily, that once the demonstration of SATAC formation of 
mammalian cells was disclosed, that it is not necessary to disclose the same detailed 
analysis to show the generation of SATACs in plants because the identifying 
characteristics are the same across species (see pages 14-16 of the response). 

This is not persuasive because the state of the art in mammalian cytology and 
artificial chromosome generation versus the state of the art in plant cytology and 
artificial chromosome generation are vastly different, even in the present day, more than 
a decade after filing and certainly at the time of filing. The evidence has already been 
cited that shows the differences known at the time of filing between the two arts. 
Furthermore, the tools to perform the detailed analysis for plants were not known at the 
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time of filing. It is submitted therefore, that it would not have been possible to know that 
the identifying characteristics of SATACs were the same between mammalian SATACs 
and plant SATACs because it wasn't possible to identify the same structural features in 
plants that were identified and demonstrated in the specification. 

Applicant urges that the specification does not require the absence of a selective 
agent for the measurement of stability of the chromosome and that DECLARATION 3 
provides evidence that such stability was exhibited even in the absence of a selective 
agent (see pages 16-18 of response). 

This is not persuasive because as discussed above and in the other office 
actions, there was additional evidence available for the presence of a centromere and 
centromeric sequences in mammalian SATACs. As discussed previously, in the 
absence of such evidence and in the absence of similar tools, a different standard must 
be applied to plants to show the presence of a centromere as required by SATACs 
according to the definition of the instant specification. Furthermore the transmission 
does not even definitively show the presence of a centromere. For example, in a study 
of the transmission of acentric chromosomes Kanda et al (2000 J. Cell Biochem Suppl. 
35:107-1 14) disclose that some acentric chromosomes are stably transmitted through 
successive cell divisions. Kanda et al propose that chromosomes may "tether" to a host 
chromosome and show stable transmission (see abstract and page 109 in particular). 
The acentric chromosomes in this case use the cells machinery to replicate and are not 
autonomously replicating (see page 109). Given the state of the art, the mere presence 
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of a chromosomal fragment does not give evidence of a SATAC as defined by the 
specification. 

Applicants urge that cited references do not take into account the disclosure of 
the instant specification in regard to SATACs (see page 19-20 of response). 

This is not persuasive because the state of the art has been established. The 
teachings of the specification are taken into account upon examination and are found to 
not give guidance in enough detail, particularly because this is a pioneering technology, 
for one of skill in the art to make and use and practice the instantly claimed invention. 
Applicants attention is drawn to claims that are drawn to isolating the SATAC and 
directly introducing the SATAC into plant cells. There is no support literally, or in 
DECLARATIONS to indicate that this may be done with plant SATACs, particularly at 
the time of filing when chromosomal manipulation in plants was in its infancy. It is 
precisely because of the novelty aspect of the invention that a detailed disclosure is 
required for enablement. One of skill in the art would have appreciated at the time of 
filing the vast differences between plant and mammalian cells and chromosomes and 
would not have expected routine experimentation to result in the successful generation 
of SATACs in plants. The specification does not show or disclose the successful 
generation of SATACs in plants. No publications of record in the decade since the time 
of filing have shown the successful generation of SATACs in plants. The 
DECLARATIONS of record show chromosomal fragments in cells with no demonstration 
that such fragments, are in fact, SATACs. For these reasons, in addition to the reasons 
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of record, it is incumbent on Applicants to provide a full disclosure of the technology to 
be patented. 

Applicants urge that the specification is not limiting to the ways of generating 
SATACs and that size and number of chromosomes do not need to be known to 
generate SATACs and that Example 10 is not the only way to isolate SATACs (pages 
21-22 of response). 

These are not persuasive arguments because one of skill in the art is not given 
sufficient guidance to know which methods would work and which would not work in 
plants. Furthermore, as discussed above, wherein the tools and information available 
for mammalian cells are not available for plant cells, additionally information is 
necessary to determine success. The specification does not give guidance for 
determining this information or give guidance indicating the necessity of this information. 
See Genentech, Inc. v. Novo Nordisk, A/S, 42 USPQ2d 1001, 1005 (Fed. Cir. 1997), 
which teaches that disclosure of a "mere germ of an idea does not constitute [an] 
enabling disclosure", and that "the specification, not the knowledge of one skilled in the 
art" must supply the enabling aspects of the invention. 

It is believed that all arguments regarding enablement are addressed above and 
in previous office actions. 

Claim Rejections - 35 USC § 112-written description 

Claims 1-5, 10-18, 20-22 and 24-27 remain rejected and claim 28 is rejected 
under 35 U.S.C. 112, first paragraph, as failing to comply with the written description 
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requirement. The claims contain subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed 
invention. The claims remain rejected for the reasons of record in the office actions filed 
07/1 1/2007, 05/14/2008 as well as the reasons presented below. 

Applicants arguments filed 1 1/14/2008 have been fully considered but they are 
not persuasive. 

Applicants urge that the specification clearly describes the relevant identifying 
characteristics of SATACs (see pages 25-26 of response). 

This is not persuasive because as previously discussed, many of the 
characteristics regarding identification (i.e. g-banding and c-banding, and centromeric 
regions) for mammalian SATACs can not readily be applied to plant SATACs. 

Applicants urge that there is no requirement that all species within a genus be 
reduced to practice, nor that the specification include all examples of all species within a 
genus (page 26 of response). 

This is not persuasive because the genus referred to by Applicant is already 
patented. However because this case is drawn to plant SATACs the genus of the 
instant case is the generation of plant SATACs. There are no embodiments described 
or disclosed and there are no working examples. 

Applicant requests the Examiner point out where in the specification the known 
centromeres for mammalian SATACs are found and urge that none of these features 
are necessary for the generation of SATACs (pages 27-29 of response). 
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This is not persuasive because the specification on page 73, identifies 
sequences, mouse minor satellite DNA that specifically localizes to the centromeres of 
all mouse chromosomes. The specification also describes antibodies to known 
centromere associated proteins in mammalian cells for the recognition of SATACs, 
another tool not available for the recognition of plant SATACs. 

Applicants urge that the DECLARATIONS show plant SATACs (page 30 of 
response). 

This is not persuasive because a DECLARATION may not be relied on in place 
of the specification for describing essential subject matter and showing possession over 
the full scope of the claims. 

No claims are allowed. 

The claims are free of the prior art given the failure of the prior art to teach or 
reasonably suggest a method of introducing a satellite artificial chromosome into a plant 
cell with substantially more heterochromatin than euchromatin. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BRENT PAGE whose telephone number is (571)272- 
5914. The examiner can normally be reached on Monday-Friday 8-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anne Marie Grunberg can be reached on (571 )-272-0975. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Brent T Page 
/Russell Kallis/ 

Primary Examiner, Art Unit 1638 
December 19, 2008 



